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DETAILED ACTION 

1 . The preliminary amendment has been received and entered. 

2. Claims 1-15 are currently pending. 

Specification 

The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code on pages 9 and 20. Applicant is required to delete the 
embedded hyperlink and/or other form of browser-executable code. See MPEP § 608.01. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The spccillcalion shall contain a written description of the invention, and of the manner and process ol' making 
and using it, in such fuU, clear, concise, and exact terms as to enable any person skilled in the ail lo which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the hcsl mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 2, 4, 12, 13 and 15 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for lessening the severity of food allergies or anaphylactic 
shock, does not reasonably provide enablement for the prevention of food allergies or 
anaphylactic shock. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to practice the invention commensurate in 
scope with these claims. 

Undue experimentation would be required to practice the invention as claimed due to the 
quantity of experimentation necessary; limited amount of guidance and limited number of 
working examples in the specification; nature of the invention; state of the prior art; relative 
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skill level of those in the art; predictability or unpredictability in the art; and breadth of the 
claims. In re Wands, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). 

Applicant's claims are broadly drawn to a composition and method for preventing food 
allergies or anaphylactic shock. In order to be enabled for prevention of a condition, applicant 
must demonstrate that the invention is able to prevent the condition in each and every instance of 
that condition. Applicant's specification does not set forth any evidence that the claimed product 
is able to prevent food allergies or anaphylactic shock for all potential causes of food allergies or 
anaphylactic shock. In addition, the art teaches that the only currently accepted means for 
complete prevention of food allergies or anaphylactic shock prevention is avoidance of allergens. 
The art does not teach that any pharmaceutical products are acknowledged as being useful in 
complete prevention of food allergies or anaphylactic shock (see Burks (Expert Opin. 
Pharmacother. (2008), vol. 9, no. 9, pp. 1 145-52, specifically pages 1 145 and 1 150) and El- 
Shanawany (Clinical and Experimental Immunology (2008) vol. 153, pp. 1-9, specifically page 
6)). Thus, since applicant's specification does not show prevention of food allergies or 
anaphylactic shock and the art acknowledges that pharmaceuticals usefiil for complete 
prevention are not currently available, a person of ordinary skill in the art would be forced to 
experiment unduly in order to determine if applicant's invention actually function as claimed. 
Therefore, the claims are not considered enabled for the prevention of food allergies or 
anaphylactic shock. 



Application/Control Number: 10/592,914 Page 4 

Art Unit: 1655 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the im ention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the stibject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
4. Claims 1-7, 10-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sampson (WO 01/66122). 

Applicant's claims are drawn to a composition which comprises an herbal mixture which 
consists of Ling-Zhi, Wu Mei, Chuan Jiao, Huang Lian, Huang Bai, Gan Jiang, Gui Zhi, Ren 
Shen and Dang Gui. The claims are also drawn to a method of treating or lessening the severity 
of food allergies or anaphylactic shock using this composition. Applicant's specification defines 
Ling-Zhi as Ganoderma Lucidum, Wu Mei as Fructus Pruni Mume, Chuan Jiao as Pericarpium 
Zanthoxyli Bungeani, Huang Lian as Rhizoma Coptidis, Huang Bai as Cortex Phellodendri, Gan 
Jiang as Rhizoma Zingiberis Officinalis, Gui Zhi as Ramulus Cinnamomi Cassiae, Ren Shen as 
Radix Ginseng, and Dang Gui as Radix Angelicae Sinensis (see page 16 - Table 1). 



Application/Control Number: 10/592,914 Page 5 

Art Unit: 1655 

Sampson teaches using an herbal composition to treat or lessen the severity of allergies 
including food allergies. The reference teaches using the herbal composition to protect against 
anaphylactic reactions to peanuts (see page 38, line 1 and page 65, Example 4). The herbal 
composition is used in combination with corticosteroids, anti-histamines, adjuvants, carriers, and 
excipients (see page 7, lines 8-13 and pages 30, 31, 33 and 34). The reference specifically 
claims that the herbal composition contains Ganoderma lucidum (Ling Zhi) and one other herb 
selected from a group which contains Fructus Pruni Mume (Wu Mei), Pericaprium Zanthoxyli 
Bungeani (Chuan Jiao), Rhizoma Coptidis (Huang Lian), Cortex Phellodendri (Huang Bai), 
Rhizoma Zingiberis Officinalis (Gan Jiang), Ramulus Cinnamomi Cassiae (Gui Zhi), Radix 
Ginseng (Ren Shen), and Radix Angelicae Sinensis (Dang Gui) (see claim 4). Page 6, lines 9-16 
of the reference also teaches that the composition can contain one or more of these ingredients. 
Thus, the reference specifically encompasses a composition which consists of the same herbal 
ingredients as taught by applicant. Therefore, despite the fact that the reference does not 
specifically teach a single embodiment where the herbal composition consists of the same 
ingredients as claimed, an artisan of ordinary skill would be motivated to select between the 
ingredients taught by Sampson because Sampson does not teach that all of the herbal ingredients 
are required. This selection would lead to the composition as claimed by applicant because the 
reference specifically teaches that each of these ingredients is known to be useful in treating 
allergies. It is considered to be prima facie obvious to combine together two or more ingredients 
into a single composition when the prior art teaches that each of the individual ingredients is 
known to be usefiil for the same purpose (see MPEP section 2144.06). 
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5. Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sampson 
as applied to claims 1-7, 10-15 above, and further in view of prior art admitted by applicant in 
the specification. 

The teachings of Sampson are discussed above. The reference does not specifically teach 
including epinephrine or a bronchodilator in the composition. However, applicant's specification 
admits that it was known in the art at the time of the invention to use epinephrine and 
bronchodilators to treat food allergies (see paragraph 125). Thus, an artisan of ordinary skill 
would be motivated to use these ingredients in combination with the herbal composition for 
treating food allergies taught by the reference. As discussed above, it is considered to be prima 
facie obvious to combine together two or more ingredients into a single composition when the 
prior art teaches that each of the individual ingredients is known to be usefiil for the same 
purpose (see MPEP section 2144.06). 

6. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan Coe Hoffman whose telephone number is (571) 272-0963. 
The examiner can normally be reached on Monday-Thursday, 9:30-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Susan Coe Hoffrnan/ 

Primary Examiner, Art Unit 1655 



